
(jI#DEPARTMENT OF HEALTH& HUMAN SERVICES dwjb lf~~-35
Public Heal.h Sery}ce
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CINCINNATI DISTRICT OFFICE

1141 Central Parkway
Cincinnati, OH 45202-1097

June 11, 1998

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Mr. J. Michael Frantz
President
Medi-Care Orthopedic& Hospital Equipment
402 Tiffii Avenue
Findlay, OH 45840

Dear Mr. Frantz::

The Food and Dru A@inistration conducted a.XIins ection of our liquid and gas Oxygen
F F JU.S.P. transfilhng acfity at 1900 West State Streetz remont, ho 43420 on May 11 to 13,

1998. Our investigator docurnen~ed SI “ficantdemations from the Current Good Manufacturing
FPractice for Finished E%armaceuticals itle 21 Code of Federal Regulations CFR] Parts210

Jand 211). These deviations cause your dru product Oxygen U. S.P. to be a ulterated within the
fmeaning of Section 501(a)(2)(B) of the Fe eral Food, Drug and Cosmetic Act (the Act).

The deviations documented during the inspections included:

+ No result of finished product test@g was enteredon38 of the a roximately 200 Oxygen
lxTransfill Records for the time period of January 1997 to May 1 8. .

No test for purity and identity was pefio~ed on the Liguid Oxygen U. S.P. received even
though there was no documented Wnessmg of the testing petio~ance by the supplier
and no penodlc tlurd party challenge to the Cetilficate of AnalysIs had been made.

* ‘“~’.?!!!!&c.~brationw&chisnott e
Oxygen Anal sis Mode as being cahbrated with ambient air as

rrect calibration method since October
1997.

b The vacuum ump used for evacuation of the high pressure cyl@ders on lots transfilled
8on 5/11&12/ 8 (minimum of 3 lots) was unable to pull the required vacuum of 25 p.s.i.

b Documentation of significant ste sin the @nsfill of high pressure cylinders does not
1’include the targeted ressure of 015 p.S.I. ckcordm to the noted temperature on anY

{ fbatch production an control records reviewed smee anuary 1997.

The above ident~ficationof violations is not intended to be w all-inclusive list of deficiencies at
your facility. It 1syour respo~ibd@ to ensure that all requirements of the Act and regulations
promulgated thereunder are being met.

Federal agencies are advised of ~heissuance of rdlWarning Letters about drugs so they may take
this into account when conslde~ng the award of contracts: By copy of tlus letter, we are advising
the Health Care Finance Adnumstratlon (HCFA) that our mspect!on of+yourfirm revealed
significant dewatlons.fiorn the Act. They may elect to defer or discontinue payment for any
health care products m wolatlon of state or federal law.
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You should take prompt action to co~ect t!gxe deviations. !klure to romptly correct theseRdeviations may result m regulatory being lmtlated by FDA ~thout fin er mtlce. These actions
include seizure and injunction.

Please noti@ this office in writing within fifteen(15) wo$hng days -ofreceipt of tl+s letter of the
specific steps you have taken to correct me noted.~olytlons mcludlng an e@matlon of each step
being taken to prevent the recurrence of sltiar molations. ~ corrective action cannot be

i PJ
com leted with fifteen(15 workm da s, state the reason for the delay and the time within

\whit the corrections wall e comp ete .

Your res onse should be sent to the Food and Dig Administration, Corn Iiance Branch, 1141
$ 5Central arkway, Cincinnati, Ohio 45202 to the attention of Lawrence E. oyd, Compliance

Officer.

cc: Ms. Carol A. Smith Manager
Medi-Care Orthopedic and Hospital Equipment
1900 W. State Street
Fremont, OH 43420

Health Care Finance Administration
Chief Carrier O erations Branch

1Division of Me icine
105 West Adarns St., 15th Floor
Chicago, IL 60603-6201
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